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SUBJECT: FDA REPRESENTATIVES PROVIDING TECHNICAL 

AND CONSULTATIVE ASSISTANCE TO FOREIGN NON-CLINICAL 
LABORATORIES 

1. FDA ADVISES THAT: 

MR. WALTER HANSEN-PHARMACOLOGIST, BUREAU OF DRUGS 
DR. JAMES BURNS-PHARMACOLOGIST, BUREAU OF DRUGS 
MRS. ESTELLA BARRY-PHARMACOLOGIST. BUREAU OF DRUGS 
MR. PHILIP BRODSKY-INVESTIGATOR, EXECUTIVE DIRECTOR OF 
REGIONAL OPERATIONS 

MR. DAVID DUNCAN-INVESTIGATOR, DETROIT DISTRICT OFFICE 
MR. DARYL J. THOMPSON-INVESTIGATOR, BOSTON DISTRICT OFFICE 

WILL BE IN ENGLAND APRIL 21 -MAY 20, 1977. 

2. FDA REPRESENTATIVES WILL PERFORM AN ON-SITE DATA 
AUDIT OF 3 NON-CLINICAL TESTING LABORATORIES IN ORDER TO 
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DETERMINE THE ABILITY OF THESE LABORATORIES TO ADHERE TO 
GOOD LABORATORY PRACTICE REGULATIONS AS PROPOSED IN THE 

FEDERAL REGISTER DATED NOVEMBER 19, 1976. THIS TRIP 
WILL BE THE FIRST TO BE PERFORMED UNDER THESE REGU- 
LATIONS AND WILL AUDIT DATA SUBMITTED IN SUPPORT OF 
NEW DRUG APPLICATIONS SUBMITTED BY SPONSORS TO FDA. 
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3. ITINERARY AS FOLLOWS: 

APRIL 19: DEPART WASHINGTON, D.C. FOR LONDON, ENGLAND 
APRIL 25-MAY 20: VISIT: 

(A) HUNTINGDON RESEARCH CENTRE, OXFORD 

(B) BOOTS PURE DRUG COMPANY, NOTTINGHAM 

(C) ALLEN AND HANBURY, WARE 

MAY 23: DEPART LONDON FOR WASHINGTON, D.C. 

4. WHILE IN LONDON PRIOR TO EMBARKING UPON DATA AUDITS, 
MR. BRODSKY (TEAM LEADER) AND PERHAPS SENIOR PHARMAC- 
OLOGIST PROPOSE: 

(A) TO MEET WITH SCIENCE REPRESENTATIVE ON APRIL PI AT 
EMBASSY TO DISCUSS REGULATIONS IN DETAIL AND PROPOSED 
PROGRAM OF DATA AUDITING OF FOREIGN NON-CLINICAL LAB 
ORATORIES. 

(B) TO MEET WITH COUNTERPARTS OF MEDICINES DIVISION, 
DEPARTMENT OF HEALTH AND SOCIAL SECURITY ON APRIL 22 

TO DISCUSS REGULATIONS, THEIR IMPLEMENTATION, AND IMPACT 
UPON "NEW DRUG" APPROVAL PROCESS AND IN PARTICULAR UPON 
DATA SUBMITTED TO NDA'S EITHER APPROVED OR IN APPROVAL 
PROCESS. 
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FDA WOULD APPRECIATE POST MAKING APPROPRIATE APPOINT- 
MENTS ON SPECIFIED DAYS (APRIL 21, 22) AND CONFIRMING 
THESE BY TELEX INDICATING NAMES OF CONCERNED INDIVID- 
UALS AND TIMES AND SITES OF CONFERENCES. 

CHRISTOPHER 
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